PA3BPEHUIEHUE
Ha BROX B I'paskaHCKHig obopot B Poccuiickoit Gepepanuu CCPHH WIH NapTuu
ipousseneHHoro 8 Poccuiickoi Denepannn uip BBO3MMOro B Poccuiickyro Denepaumio
HMMYHOBHOIOrHYeCKOro ICKapCTBCHHOrO tperapara
Ne P006-001 10-77/01543711 o1 21.1 1.2024

Beigano AXUHOHEPHOMY obmecTay "BurHodapy”, Pocens, 124460, r. Mocxksa,
r. 3eneHorpap, yi1. Konerpykropa I'ycbkosa, 1. 3, ¢tp. 1, MHH: 7735518627,
{HanmenoBaHue IOPHAKYECKOTO MTiINa, 10U HIeC kI T azpec, MHH)
Degepansuan cayxba no Hamzopy B cdepe 3APaBOOXpAaHEHMN Ha OCHOBanuu
Jarmoucnns Mockosekoii HCOBITATE/ILHOH Jabopatopun KOHTPONIA  Kayectsa
JICKAPCTBEHHBIX cpeacTs PIBY "MUMLIDYAOCMIT" Pocanpasnanzopa
(HanMeHopaHue denepaisioro FOCYRAPCTBEHHOIC BIOLKeTHOMO YHpexXieHus)
or 21.10.2024 N 2054]TK-11/24 Pa3pewiaer BBoa B rpamaanckuii abopor
(nata) {HOMep)

B Poccuiickoii Denepanun HMMYHROOHOI0TITYecKOT O JIEKAPCTREHHOrO Npenapara
Peresax® B (Bakuuua TIpoTHB renaruta B, pexoMGunanTHas APOKOKEBAs KUIKas)
(Topronoe HaNMEeHOBaHHe)

Bakuuna ans NPOGHIAKTHKH BUPYCHOTO reratura B
{MexayHapoanoe HENATEeHTOBAHHOE HaMMEHOBaN e {rpynnuposounoe wan Xumuyeckoe)
CYCNICH3UA 718 BHYTPUMEBILLEYHOTO BBEeHHS 20 MKr/Ma 1 M - ammyast (10 wr.) -
TaYKH KapTOHHLIE - 15 €Ye0HO- PO HITAKTHYICCKIX Yupexnenui
(thopma srimycxa (¢ yrasauueM nexapcrsennoi $opMbL, 2031poBKY, dacosku) ¥ xonuuecTro 8 ynaxogxe)
cepun 80824 »  00beMm cepum win naprun 14508 .
{(nomep cepun) (xonnuectro YItaKoBox)
Fonen o 08.2027
{cpox rogHocTy)
HPOH3BOACTBA AKLMOHEPHOIO o6mecTsa "bunnodapm" (AQ "Bunrogapm"), Poccens,
124460, r. Mocksa, r. 3enenorpan, yi. Konerpyxropa I YCbKOBa, I. 3, c1p. 1 (Bce cTaguy,
BRIIIOYA% BBINYCKAIOUIMH KOHTPOMS Kauyecrsa).
(HaimMeHoBanye 1 4Jpec NPOHIBOAMTEN (C YKAIAHHE N CTajihi npOKIBOACTRA)
Perucrpaunonnoe YaoctosepeHue No JIT-No(000539)-(PT" -RU) o1 01.02.2022.
Hepaxarens PErHCTPAUHOHHO O YAOCTOBepenHst AKLMOHEPHOE 061IecTRo "Bunnodapm”
(AO "Bunnodapm"), Poceus, 124460, . Mocksa, . 3eaenorpaz, v Koncrpyxropa
[ycekona, 1. 3, cTp. 1.

(HauMeHOBamie, anpec)

3aMecTuTeNs pyKoRoaHTENS

.B XOMEHKO
Pocgﬂpaguamopa AB, Tap

4% HOKYMENT IO/ITHICAH
: EKTPOHHON HOANUCHIY

Ceprupuxar 4D2A3L 8276219!74023.‘\19!—1251474!)&)4
Bragesen Hapromenxa Hstypust Beenasogonny
Teficranresnesn ¢ 18,04.2024 o 12.07.2025
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Haumenosanme no H

Anpec npouasoacrea

Anpec BbiNyckaioiyers KOHTpONS . I Mockaa, 1. . . ’
GTIN 04610004580175 f . o
Houep napTUn/cepum 80824 : :
Konuuacrsn fmacea, o6ben/, en.uam, 14508 ynax | ;
Hara npouaspacTea 08.2024 ; '

Cpox rogrocTu : 08.2027
Cepus AGC , A(544+5457546) i

| :
NN-Ne (DOO539)~(PI‘-RU)—1 71023 Peresax® B (Bakqmq‘ npOTHB renarurta B,

pekoMBuranTHag Apoiokesas xm,qxein) Cycnenann gng BHYTPUMLILIEYHOTO
Kourpons apoBeAeH no Baepenun 20 mrr/ivn :

Haumenoranys noxasarens
kavecroea no HODMATUBHOMY TpeBoaanue Kavecrey ng HopMaTrarHoMy AoKyMeHTy

éOE}fM&H!z

Reaynutar

ToMoranHan cyCneHaun Benoro whn Benoro ¢ cepem  Tomoremnan CYCneHaus Sencro ¢ CODBIM OTTEHKOM

PTTEHKOM UBeTa 583 Biaumbix NOCTOPOHHMY 4B6Ta 523 BuaumBix NOCTOPORHMUX BKTOVaHUS,
1 Onucanue BRTOYEHUR, passansiowan nocre OTCTAUDAHMA Ha {:aaaenmomaa ROCA® OTCTaUBIHUS Ha Gecurernyio
Bacunethyio npospavky HBR0CAA CUHYIO WIqKOCTE 1 |fPopaunys Hagocagounyo HUAKOCTS U 0CaAox
RCazox Senore wau Benoro ¢ cepuu OTT8HKOM LpeTa, !%enoro C CEPLIM QTTEHKOM UBRTA, NnBrko ;
I8rXS pecycneraupyemsit nou acr AXPBAN UM, ipec SNeHARPYaMLIN NEk BoTDAXMBEMUY
fipenapar fonwen Corepxars HBsAg (owm. pasaen i i )
2 «Cnsubryeckan 3KTUBHOCTLY, OnpesenaHie Tlog-sepxaana
Conepxanuns HBsAg), |
loche oxpaumaanis TeA Ha snexTpodioperpamue ;
Mneumdwxauwa MCITBITYMOry ofpasua aonwHa BLIABNATRECH OCHOBHaR ;
nonoca MoNoMepa HEsA, C MonekynapHol maccol
|3 : 2412 Kla; Tax we mowsr gpucywraisaﬁx floaTaepxaens
‘Aononnwrenbnan MBHEB UNTeHCUBHAN nonoca Aumepa || .
HE8Ag c mMonexynapHol maccod 4512 kfla. / ;
’ Censmeimasuciyan fé’fplif;”;li3“%2”:35»‘?3:22‘;“‘“:5:322& T ——
YCTORUUADCTE \ritin, ' ’ ’ ~ a}crpﬁxuaamm, He pact:nauaaercﬂ B TeUskNG & HuH,
5 Npoxonumocts uspes urny Sgggg%a“” ACTXHE £30508H0 npoxoRTS Yepes ny Cycnanana caoBoano NPOXOANT HBPEA Ry NeOB-40,
I g VsBnecaembd o6 nen He meHea cymme HOMUHARLHLIX 66We0R He menes cymmur HOMUHanLHLIX 0BLenmcn
: MCCPEAOBRHHLIX ynakosoK MCCABAOBAHHBIX yENOBOK
7 ) 0T84 2074 7 .
8 Mexanuuetrine sxmonenmy HommKkl oTCyTCTBORaTS CoorsarcraysT
g Q6wuit Benox Ha 8cnea 25 mavmn 18 mrrima i ;
10 n ep’;gféig”:: ;:gp::i:g ﬁ3 - 0,35-0,65 Mrs 1 mpn {B3pocnas goaa) ()1'44 mr : !
11 CrepunbrocTs Mpenapar acnwen Gure crepantHbim lpenapar crepunbnmi !
12§ BakrepuantHbe IHA0TOKCUNL!  He Bones 95 E3/mn , lesee 25 Edmn j :
. T10K23aT6Tb RBNAGTCH ANeTe HATMBHEIM NokasaTema || : :
13 Muporernacry BakrepRanerL aﬂamoncxmpu" F1amta he nooBogunce . i
14 AHOMBALHAR TOXCHUHDATE [penapar aonwen Burn HETOXCUMHLIM fpenapar HerokcwinbA

OTHOWeNHe 035 UMMYNOTOHHOR axTUBHOCTI
{ 15 Crstuudiieckan ANTHBHOCTH: ped)epauc»saxuunbs NpOTHD renaTiTa B, avawmanie
t Mmmynorennan BUTUBHOCTL** @eipaloTky anTHTen ¥ §0% mbitued {Elso), x Bl
H MONLITYBMON RAXUUHBY KOMMHG STk 20,5
! 18 Cneyvthwaeckan 8KTUBHOCTL:  [Conepkanue HBsAg aonxns Ebrrs 5 npegenax ot 16

AHENNI He npoBoguncs

/1

2. Copepanna HBsAg 130 25 mirivn 17:12 uian .

iCopopxanne HBsAg s HBA0CAA0YHOR KiaKOCTY ] i
17 Ronnora copBuyuw NPERAPATE 40NMHO COLTARNATEL He Bones 1 % o1 0,45 % ! '

i HOMUHaNLHOR nenwuune: 20 MKT/MA ¢

C :
i f . [ponasogcroemrpm wramm Hansennla polymorpha Npoussoscreenima WEReM Hensenuia polymorgha
18 | Meowseogcrsatneit wramu BRIV Y-2981 (Y-298 DL-Uph HBs) BKTIM ¥-2081 (306 Dt Uphet sy

! 3
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Deanyaps. Feresa® B (Bacpma ny
80854

POTHS (ENATHTS B, pexOnDynBHTIaa {Pawnpsan MARRBE) CYCTEUIAK 1T YT P RALIIHOPD Baensea1n 20 meriin (annyring 4.0 wn x 10 {ravxe wproHHanICapan,

Ea 1,0 mn {1 Bapocnan Aoz3) win ne 0,5 mn {1 aevckan
038) 8 aMntynni 1UM-1 wau f1-2, va crekna MapKu
HC-3 unm | ruaponutidackore KNAcca, € UBeTHbIM
KONbLOM DAINOME UIM C LBBTHOM TOUKOR # Haceuxoi,
Ha aMaynax Moxer BuiTh 0410, ABE MK TRW URBTHRIX
KONBLE Ny Bea AONOAHUTENLHEIX UBETHLIX XOney, Mo 1.0 mn (1 B3pOCNAN 4038) B aMNYNL! & LBETHOR
Ha xaxayio amnyny raxneusaror ITUKBYKY U3 Bymard  Toukod W Haceuxod. Ha KEWAYIO aMnyny Hakngexa
RCYBR, Ui Bymary JFTURETOMHOR, unw Bymary ATiketka, Mo 5 amnyn noMewaro B KOHTYDHYIO
19 Ynaxoaxa AMITODTHOR UMW CAMOKNEIOWHECH ITUNETKH, P18 RKOBYIO YNEKCBRY M3 ANaHKA
1o & amnyn nomewjaioT 8 KOHTYDHYIO SIMBAKOEYIO nondsuRUnXopraAHeR. Mo 2 ROHTYDHblG RNEHKOBLIG
YNAKOBKY U3 DIBHYN NONMBUHUNKNO-DURHOR #w YARKOBXI BMECTE G WHCTDYKUMER N0 NPUMEHEHWO
MMITOPTHAS, FOMELLENO B KGPTOHHYIO navxy.
710 3 unu 2 xoutyphsie AYBRKOBLIG YNAKOsKH BlacTe
MHCTDY kU] 1O NpuMeHe KU no-MewaKT 8
KERTOHHYK) 4Ky M3 KAPTOHA MApPKK XQOM-IPIEL MHK
XPOMOBBLIA WK WMnopTHoro
Ha aTuxeTke amnynul YRE3bIRA0T:
TOPIOBOS NAUMBHOBAHKE npenapara ¢ Ha oturerxe BMOY NN YXAZAHO!
PEAYNPBAUTENBHOR MAPKUPORKOR B, COXPALYEHHOS  ITOProBOe HaUMBHORAHNE npenapara ¢
OBOIHBUBHUG NYTH BBEABHUA! asim», A03uponKy B NPeAYNpeANTEIbHOR Mapruporkod ®, corpaijentoe
Mxr/Mn, 06beMm B MUITANATOAX ¥ KONUMECTED A0d 8 GCoIHAURNHE NYTH BBOAGHMUA: «B/M*, 4OINpORKY B
amnyne: «[Ina BIpOCHRIX, ¥, «1 £03a ~ 1,0 mn» unk MiTiM, oBvem a MANNAIATYPEX ¥ KOAUNBCTBG 403 B
«Ons gereits, «f A03a -~ 0,5 mMne; norotun Aepxavena amnyne: «as Bapocnsix.», «1 4023 ~ 1,0 mns,
PY, nomap cepus, ABTY npouasoscTea, pary p1ororan Aepxarens PY «Buniodapms, HOoMBp
VCTEMEHNA CPOKE FOAHOCTY, CEOHA, RATE NDOVABOACTEE, ABTA HCTOUEHMS cpoxa
Ha xapTounoh nauxe ¢ EMNYNAMY YraIbIBaKT; rogHocTy.
TOProBOE HauMeHoBaNue fipenapaTta c Ha kepTounoil nauke ¢ AMNYNAMK yKA3aNo:
; FiPeaynpeauTensHoll Mapmposxcl ®, rpynnspoeovtos [FORFOBOE HAMMEHOBAHKE npenapira ¢
i HEUMBHOBAKKO, HauMenoBaKKE Aepxarens PY, ero  npeaynpezutensyod MapxupoBkai ®,
; VIOTOTHN, CTpaMy, Tenedhon, BAPEC uHTEDHAT-CalTA,  rpynnuposcumoe Hal t0naHue, | {0BAHMKE
EKANCTBRHHY D hopMmy, AOIMPOBXY B MXI/MA, coCTas  pepwarenn PY «AO Brnnodapms, ero noroTan,
HBUMEHOBEHWE ¥ KOnUdecTBo AedcTayowero CTpaua, TenegoH, aapec UHTEpHeT-calT],
PEIIECTRA, HAMMEHOBAHNA BCTIOMOTaTeNbHbIX EXAPCTBeHHAA DOPME, KONPOBKA B MEr/I, COCTas
20 Mapuposka BelecTs), ofvem g MUAMMNKTEAX U KonWiecTso 403 8 HEMMEHOBEHME W XOAUYBCTHO AsRcTByIOWEro
annyne’ «[ina sapocnuix.», «1 gosg — 1,0 M g BeueaTBa, HauNaHOBaHNA BCNOMOraTensHuX
«ing peTel.», «i A03a - 0,6 Mn»; konuwesreo annyn apeuaCTn), 66vem MUNNRIUTPEX U KONUYSCTED Ao
YNaKosxs, cnocol DRYMBHeHUA, «TIpuMensTs no & amMnyne! «[InA sapocnuix.», «1 A032 - 1,0 My
HAIMANCHIIO Bpava,», «Crepynsto.», «llepey ¥ONKYECTRO aMnyn B ynakosks, choco DPRMBHEHARA
YNoTpabrenvem BCTDAXUBATE. S, «XPaHuTs a «TpumensTs ng HAIMBYEHHIO Bpava.s,
HEAOCTYNHOM ANR feTel mecTe.», «He ssoauTy 2 CTeprnLHO. », «[epes ynorpebnennen
BHYTPUBEHHO!S, yohomun XPBHEHKA, yonoaua oTnycka, BCTRAXUBATL. Y, «XPAMKTL 8 HBROCTYAHOM Ann
PBrUCTPAUYMOHHLI HOMSD, HOMED cepuu, & KOTOpOM  ineTed mecte.», «MHa 8B0AUTL BHYTDUBEHHO!,
CTPAXEHA A8TA NPOUIBOALTER, AaTh WCTEHEHWA cpoKka lycnapua XPaHeHUR, yenosus ovnycsa,
FOsHOCTY («fopeH 40.., ,»), LITPUX-£DA. BRIACTDAUNONHLIA HOMEp, HOMED Cepun, B xOTCPOM
: na sryTpennero MCNOMLIOBAHUA NPONIBOLMTREM HA OTPAMEHA AaTa NPOKIABACTEA, ARTS HeTeusHuA
' 1BYKE XADTOHHOR KOMMEDYECKDH YNAKOBKU MOTYT BuiTh [opoXa roAHDCTH {xTonen go....»}, WITPVX-K04.
HAHACLHL! NPOUIBOACTBEHHBLIE KA, KIONoORKHTeNNHE Haneces) cpeacTpa
Ha mecre vanecanus HOMEDA cepun, B KOTOpOM MABHTUD KA AN CUGTEME MOBYTOpUHa
OTPAXEHE RATA NPOUIBOACTRA, A&TH WCTeURHIUR CpoKa nBrmeins NEXAPCTBEHHLIX NPENRPATOD Ak
FOAHOCTH («TopeH A0...»), fONONHITE FLHO MOryT MEAMLMHCKOT S npUMBHERUS,
HAHOCUTBECA CRBACTRA VABHTADUKAUMA AN% CucTemb:
MOHUTODIHE ABMKSHUS NeXaPCTREHAbIX npeénaparos
AR MBARLMHGKOTO NPUMEHEHNS.
21 Xpanesie KpanuTs npu TeMnaparype or 2 20 8 °C. He PaKuTL NpU TeMNBapaTYPs ar 2 40 8°C. He
OTYCKIRTCA 2aMOpaxuaanme. QNYCKABTCA 3aMOpaKUBaK ue,
22 Cpok rofKocTH 13 roga
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(PT-RUY171023 Paregan® B {Bakuuna npotvs renavura B, pexomButantran fposokensa KRAxAR) Cycnonana gnp
AeHWA 20 Mrr/MA. * MoxasaTens RBRACTCA ANbTEPHATABHEIM NOX3IaTL N0 "Baxtepnanstua IHAQTOXCHHbE"
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